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the policy restricts patients who are
already taking an approved drug from
participating in clinical trials. Such
patients risk losing coverage for that
drug.

“This is a real problem,” Tamura said.
If a patient is, for example, already taking a
medication covered by insurance and doc-
tors want to test whether an additional
drug or treatment will improve the patient’s
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outcome, health insurance policy does not
allow doctors to administer both drugs on

the same day: This means that patients
must come to the hospital on separate days

- for-each drug or treatment, which is time

consuming and arduous for both patients
and doctors.: ‘ R

“We really have to solve this problem,
or else we won’t be able to do good clinical
studies,” Tamura said.
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Moving Forward
Gradually, say experts; a combination of

‘efforts is moving the system toward

change. Ueno, for example, chairs an
international program at M. D. Anderson

~through which he has established rela-

tionships with St. Luke’s International
Hospital and Keio University, both in
Tokyo. Through these relationships, he

said, he hopes to “create next-generation

Vol. 102, Issue 3 | February 3, 2010



oncology leaders” who not only provide
multidisciplinary care but also push for
evidence-based medicine. He is working
with both institu-
tions to develop ed-
ucational programs
to get doctors more
interested in clinical
trial work. Also, med-
ical schools have

added coursework to their curricula that
teaches how to conduct clinical research
and its importance.

In another collaborative effort, the
National Institutes of Health Pharmacog-
enomics Research Network, cosponsored
by NCI and the National Human Genome
Research Institute, is working with
Yusuke Nakamura, M.D., Ph.D., of the
Rikin Institute’s Center for Genomic
Medicine. “We would like to strengthen
Japan-U.S. collaborations in cancer clin-
ical trials,” said NCI’s Ted Trimble,
M.D. The institute, with the U.S. Embassy

jnci.oxfordjournals.org

“We would like to strengthen
Fapan-U.S. collaborations

in cancer clinical tvials.

in Tokyo, the Japanese National Cancer
Center, M. D. Anderson, St. Luke’s,
and Keio University, organized a work-
shop in Tokyo last
July to explore op-
portunities for joint
trials. “Although there
is great enthusiasm
on both
work together, we
still need to overcome the regulatory
barriers on both sides of the Pacific,”
Trimble said.

For its part, the government has
implemented a graduate program for

39
sides to

medical students, allowing them to work
at the PMDA as reviewers as the basis of
a thesis for an academic degree. The aim
is to create a pool of qualified people to
lead clinical research.

Another program, still in planning,
alms to create a mechanism through which
companies that apply to the PMDA for a

new drug can obtain a “prereview” consul-
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tation. Any company would be eligible to
apply for a consultaton during phase IIT
clinical trials and ask
the PMDA to review
all available data. The
PMDA, in turn, would
issue a report within 6
months to address any
issues  that
might arise and conse-
quently shorten review

{ major

time.
“We are trying to
do our best,” said Tamura, who empha-
sized that despite Japan’s issues with drugs
and clinical trials, the quality of patient
care is on par with or even better than
that in other developed countries. “Our
quality of care is really not bad,” he said.
“But our ability to produce new findings,
especially in cancer care, is sdll a big
problem.”

Edward Trimble, M.D.

© Oxford University Press 2010. DOI: 10.1093/jnci/djq017
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&85 H72ICCTCAE V3.0 AR S Lz, 2B,
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20094E 5 FNCI-CTEPIZCTCAE vd. 02 REL
722 (CTCAE v4.0 B AREEFR S 4 TIZJCOGH — 4
~R— VTRAERE)V. CTCAE v3.0% 5v4.0~DEL
STOBKORL v M, BEEREL (AEterm) &
Medical Dictionary for Regulatory Activities
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—HLT gg%e"d Term 1,688%% SRR
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FDOEEALEEDDLZET, LHEWTF—FD
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MedDRA & (&

MedDRAL 1Z, ERMWICKEOEBEERE
£ & LT HXEURE &AM G EESE (Inter-
national Conference on Harmonisation of Tech-
nical Requirements for Registration of Pharma-
ceuticals for Human Use ; ICH) 28EBE L 72,
R, BE RRLEICHIDT 21BN 2 ESH
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LTwizw & &2t L CMedDRA A BEIK
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TR, BEEZHEEEERBICLY, EEK
IO BEMBWERARE, RERIZBITSEIE
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] DRERBPLIRT, ERREFEEERNCE VS EWER
%7 EOREEIZDOWTI, TEERE Y MedDRA/
JEHEHETAZEPHERINTVD (BERALESE
03250015, FAEFIE03250325, 20044 3
H25H).

MedDRADHEE X 1 IZ/R 7. MedDRAIZ26
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BERETH5MBOYT Iy FEENLOR T
V5. SOCIIES/LHRE L 260 71 v b
PoRAREMNOKETHY, MF, RTED

£2 V3.0—v40DELETES

< KGED 5 T — 15 5 MedDRADSOC |I~NEHE
—REAF I — OB
» AE termid TREEE(LLT) & 25
—Short name D BE1E
[OFERE—-BIROEL
- AE term® “definition” ) #ri&

LLTIZ I3 AR 2 WRE IS IC T 66 2266,000H F h @

FEVRFEETA. MedDRATITIERENER S
NTWhw, 72k 2IXTERS | & v ERE
PO OTICIXBHERS, BRERS, 7LV
FoERRE, RTERE, EXEERE, =
RETRALEE, B2 - - - Lo 28 0%
FEALLTE LCHERSENTEY, IhbidEiEs
LTCHERICI 2 o TV B WE LICEESLET
H5.

CTCAE v3.0* 5v4A0NDETE S (F 2)

1. APEEHTHT T — [ 5MedDRAD{SOC |
~EE

CTCAE v3.0i, [ 7 2 — (category) [— &
EH% (adverseevent) | D 2 BEHEE L o TH
D, ENEFROBFEEEZILOVWT, [FL—F
(grade) | & [ K SRR (attribution) | % §Hii§ 5 &
VIR L o T, ki, BEAAE
Clegd, T¥RATITY—& LCIFIRE] %
BIRL, 20O L THEREY 7)) —~RAO[FEEX]
RBIRTHEVO-EATHA.

CTCAEv40TIEv30L R LK AEERIT 2 B
BHELLoTVEY, EEEREILOLK
SEELTHT T —PEEER, DY
MedDRADSOCHSAFEEEL L TRV O TN S,
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RApgsl, MEEsESs), THWERMESR], =
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BESIEORE TR IAb S S, 2L
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B, [Lethargy BEHR|& 54 DIRIL L 7ZAE term
FLTBRESATVE. EROBRESTE,
1o0EER, 03 20MEo72AE term®
DWFNZDET 5 PO B2 B, TOM
EADHED—D L LT, CICAEvAOTHZH
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ENFIC B LIRS vy, CTEPO R — LR—
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SE(PD) OHF D LEIRTH ZLPEIOLNT A
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EROBRRBRTOER2ELL L, HET2
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3. [BEHBE—EFEE JoELE
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T k&b, CTCAEV3.OTH, AFEHENHII
WAZE) R b b BE 4 ERAL % BN T & 7228,
VA0 TIEE T2 REL T HFIcdh 2B
VEPH L. HLEREICHEET B[EAA]D
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4. Indicated vs. required

CTCAEv3.0i2BWTHb L { AL NZZRRED
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HLT, BEORETRELTo>TLE2 2D
Tgrade3 LY 5LV I BAFHITLNE. ZO
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WETH o 725 & P (what should be done) T
HEFshERETHY, BRI T o) »
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CTCAE v40TH, grade3 DEERNF < I<[ Ak
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CTCAE v4. 0N FEFDIER T, v40lZ2FE T
ERAT Y —LRWETPMTPIBZ Ll ho T
A, F72, SOCRAE term?’MedDRASTG & 72 o
TWaHZ Eb, £ 1 BOMedDRADKETIZH
HECTCAEBE D TN A RBLTHA. £
O, HPWRES LR ST ATET LT

51499
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HETD BRI T o T FETH 5.

X #®

1) JCOG#h— Ln2—%, Available from : URL : hitp:/
/WwWw.jcog.jp

2) National Cancer Center, Cancer Therapy Evaluation
Program, Common Terminology Criteria for Adverse
Events (CTCAE) and Common Toxicity Criteria
(CTC). Available from ; URL : http://ctep.cancer.gov/
protocolDevelopment/electronic_applications/
cte.htmifcte_40

3) National Cancer Center, Cancer Therapy Evalua-
tion Program, CTCAE v3.0, Instructions and
Guidelines. Available from : URL : https://
webapps.ctep.nci.nih.gov/webobjs/ctc/webhelp/
welcome_to_ctcae.htm

4) JCOGHRRZEHIEHREIR A1 FF 4 >, Available
from : URL : http://www.jcog.jp/basic/policy/
A 020_0010_16.pdf

—293—



mi - [EEH, 61(1) : 87-93, 2010

" o

SIECA

BB

6187

1 ABREREABRIC 5 1 B HERERE L

W F & F

2 B | 2"

Key Words : research ethics, ethical requirements, clinical trial, institutional review board,

human research protections

i U &I
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* Highly advanced medical technology assessment system.
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